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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 10/28/2009 has been entered. 

The amendment and remarks, filed 10/28/2009, are acknowledged. Claims 1, 9-12, 20- 
23, and 30-35 are amended. Claims 1, 9-12, and 20-35 are pending. Claims 22-29 are 
withdrawn as being drawn to non-elected inventions. Claims 1,9-12, 19-21, and 30-35 are 
currently under examination. 

Rejections Withdrawn 
The rejection of claims 1, 9-12, 20-21, and 30-35 under 35 U.S.C. 103(a) as being 
unpatentable over Wen et al. (US Patent 6,221,664, 4/2001), is withdrawn upon further 
consideration and in light of the new rejection set forth below. 

The rejection of claims 1, 9-12, 19-21, and 30-35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Pundi et al. (WO 02/078732 Al, 10/2002), is withdrawn upon further 
consideration and in light of the new rejection set forth below. 

Rejections Maintained 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
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Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1, 10-12, 20, and newly submitted claims 30-35 are provisionally rejected on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over claims 1 , 
10, and 1 1 of copending Application No. 1 1/644,435, for the reasons set forth in the previous 
office action. 

Applicant argues: 

That the rejection should be withdrawn since all the other rejections have been obviated 
and this is the only remaining rejection. 

Applicant's arguments have been fully considered and deemed non-persuasive. 
According to MPEP 804: 

Where this issue can be addressed without violating the confidential status of applications ( 35 U.S.C. 
122), the courts have sanctioned the practice of making applicant aware of the potential double patenting 
problem if one of the applications became a patent by permitting the examiner to make a "provisional" 
rejection on the ground of double patenting. In re Mott, 539 F.2d 1291, 190 USPQ 536 (CCPA 1976); In 
re Wetterau, 356 F.2d 556, 148 USPQ 499 (CCPA 1966). The merits of such a provisional rejection can 
be addressed by both the applicant and the examiner without waiting for the first patent to issue. 

The "provisional" double patenting rejection should continue to be made by the examiner in each 
application as long as there are conflicting claims in more than one application unless that "provisional" 
double patenting rejection is the only rejection remaining in at least one of the applications. 

Therefore, the rejection is proper and is maintained. 

Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the claims of copending Application No. 1 1/644,435 are drawn to a 
composition comprising a eukaryotic cell expression vector containing nucleotide sequences 
encoding an allergenic protein or a polypeptide that comprises an antigenic epitope of said 
allergenic protein and the protein or polypeptide that comprises an antigenic epitope of said 
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protein. Said vector comprises an RSV, CMV, or SV40 promoter and the vector is in proportion 
to the protein in a ratio of 1 :5 to 5 : 1 . 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

New Claim Rejections 
35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 9-12, 19-21, and 30-35 arc rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The instant claims are drawn to compositions comprising a nucleic acid eukaryote cell 
expression carrier encoding a targeted antigen and the targeted antigen, wherein the ratio of 
carrier is 5 : 1 , from 2:1 to 10:1, from 1 : 5 to 5 : 1 , or from 1 :2 to 1:10, and wherein the composition 
must inhibit a Thl T-cell immune response. The claims encompass compositions comprising 
any antigen, not only from every pathogen in the world, but also from every organism in the 
world, including self antigens, tumor antigens, plant, protozoan, bacterial, and viral antigens. 

The specification asserts that a composition comprising a protein antigen and the DNA 
that encodes it is a T-cell immune response inhibitor, specifically, a Thl inhibitor. However, the 
specification does not disclose any example where inhibition of a Thl T-cell response was 
shown. The specification discloses several examples where bovine foot and mouth disease virus 
(FMDV) antigen VP1 and an expression vector encoding VP1 were administered to mice, as 
well as various treatments such as VP1 protein alone, VP1 vector alone, whole virus vaccine 
alone, or VP1 protein followed by VP1 vector at 14 days or vice versa. The combination of 
protein and expression vector elicited the same level of antibodies as the other treatments. The 
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combination of protein and expression vector led to T-cell expansion in every case. The level of 
T-cell expansion was less than that induced by either the protein or the vector alone, but T-cell 
expansion was shown. There were no tests performed that looked specifically at Thl cells or any 
specific type of Thl cell activity. Therefore, the specification lacks description of any 
composition that meets the limitations of the claims. 

The art does not provide any support for the notion that a protein antigen mixed with the 
DNA encoding it is a Thl inhibitor. The idea of mixing antigens with the DNA encoding them 
is not novel and has been disclosed by several authors as a vaccine. Pundi et al. (WO 02/078732 
Al, 10/2002) disclose a vaccine formulation comprising a DNA vaccine that encodes a 
polypeptide of a virus as well as the inactivated virus (see abstract). Wen et al. (US Patent 
6,221,664, 4/2001) disclose a vaccine comprising hepatitis B surface antigen as well as plasmid 
DNA which encodes said antigen and an adjuvant (see column 5, lines 1-26). In fact, in column 
3, Wen states that interferon-y was increased by administration of the composition. As 
interferon-y is the signature cytokine of Thl cells, it appears that the composition of Wen 
actually increases the Thl response. Shrivastava et al. (Vaccine, 27:6582-6588, 2009) used 
hepatitis E or B antigens mixed with the DNA encoding them to immunize mice and found an 
increase in the Thl response (see section 3.3.1 and page 6587, column 1, final paragraph and 
column 2, paragraph 2). 

To meet the limitations of the claims, the compositions must inhibit a Thl cell response. 
Inducing a lesser response than a standard vaccine is not inhibition; in fact it is the opposite of 
inhibition. The specification, the art, and applicant's arguments show that there is no correlation 
between the structural features of the claimed invention and the function of the claimed 
invention. Simply combining a protein antigen with DNA encoding it does not inhibit the Thl 
response, and the specification provides no description of any composition that does so. 

Claims 1, 9-12, 19-21, and 30-35 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
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Enablement is considered in view of the Wands factors (MPEP 2164.01(A)). These 
include: nature of the invention, breadth of the claims, guidance of the specification, the 
existence of working examples, state of the art, predictability of the art and the amount of 
experimentation necessary. 

In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970) states, "The amount of 
guidance or direction needed to enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability in the art." "The "amount of 
guidance or direction" refers to that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that is known in the prior art about 
the nature of the invention, how to make, and how to use the invention, and the more predictable 
the art is, the less information needs to be explicitly stated in the specification. In contrast, if 
little is known in the prior art about the nature of the invention and the art is unpredictable, the 
specification would need more detail as to how to make and use the invention in order to be 
enabling" (MPEP 2164.03). The MPEP further states that physiological activity can be 
considered inherently unpredictable. Thus, Applicant assumes a certain burden in establishing 
that inventions involving physiological activity are enabled. All of the Wands factors have been 
considered with regard to the instant claims, with the most relevant factors discussed below. 

Nature of the invention: The instant claims are drawn to compositions comprising a 
nucleic acid eukaryote cell expression carrier encoding a targeted antigen and the targeted 
antigen, wherein the ratio of carrier is 5:1, from 2:1 to 10:1, from 1:5 to 5:1, or from 1:2 to 1:10, 
and wherein the composition must inhibit a Thl T-cell immune response. 

Breadth of the claims: The claims encompass compositions comprising any antigen, 
not only from every pathogen in the world, but also from every organism in the world, including 
self antigens, tumor antigens, plant, protozoan, bacterial, and viral antigens. 

Guidance of the specification/The existence of working examples: The specification 
asserts that a composition comprising a protein antigen and the DNA that encodes it is a T-cell 
immune response inhibitor, specifically, a Thl inhibitor. However, the specification does not 
disclose any example where inhibition of a Thl T-cell response was shown. The specification 
discloses several examples where bovine foot and mouth disease virus (FMDV) antigen VP1 and 
an expression vector encoding VP1 were administered to mice, as well as various treatments 
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such as VP1 protein alone, VP1 vector alone, whole virus vaccine alone, or VP1 protein 
followed by VP1 vector at 14 days or vice versa. The combination of protein and expression 
vector elicited the same level of antibodies as the other treatments. The combination of protein 
and expression vector led to T-cell expansion in every case. The level of T-cell expansion was 
less than that induced by either the protein or the vector alone, but T-cell expansion was shown. 
There were no tests performed that looked specifically at Thl cells or any specific type of Thl 
cell activity. 

State of the art: The art does not provide any support for the notion that a protein 
antigen mixed with the DNA encoding it is a Thl inhibitor. The idea of mixing antigens with the 
DNA encoding them is not novel and has been disclosed by several authors as a vaccine. Pundi 
et al. (WO 02/078732 Al, 10/2002) disclose a vaccine formulation comprising a DNA vaccine 
that encodes a polypeptide of a virus as well as the inactivated virus (see abstract). Wen et al. 
(US Patent 6,221,664, 4/2001) disclose a vaccine comprising hepatitis B surface antigen as well 
as plasmid DNA which encodes said antigen and an adjuvant (see column 5, lines 1-26). In fact, 
in column 3, Wen states that interferon-y was increased by administration of the composition. 
As interferon-y is the signature cytokine of Thl cells, it appears that the composition of Wen 
actually increases the Thl response. Shrivastava et al. (Vaccine, 27:6582-6588, 2009) used 
hepatitis E or B antigens mixed with the DNA encoding them to immunize mice and found an 
increase in the Thl response (see section 3.3.1 and page 6587, column 1, final paragraph and 
column 2, paragraph 2). 

In addition to the teachings of the specification and the art, which show an increase in the 
Thl response rather than inhibition of the Thl response, applicant's own arguments show that the 
claims are not enabled. As discussed above, both Wen et al. and Pundi et al. disclose 
compositions that meet the structural limitations of the claims. However, applicant has argued 
the use of these references in art rejections stating that the compositions do not have the required 
Thl inhibition activity. 

To meet the limitations of the claims, the compositions must inhibit a Thl cell response. 
Inducing a lesser response than a standard vaccine is not inhibition. The specification, the art, 
and applicant's arguments show that simply combining a protein antigen with DNA encoding it 
does not inhibit the Thl response, and the specification provides no guidance on any 
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composition that does so. Therefore, in view of the lack of support in the art and specification, it 
would require undue experimentation on the part of the skilled artisan to make and use the 
claimed invention. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Gangle whose telephone number is (571)272-1 181. The 
examiner can normally be reached on M-F 7-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on 571-272-0956. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Brian J Gangle/ 
Examiner, Art Unit 1645 



/Robert B Mondesi/ 
Supervisory Patent Examiner, 
Art Unit 1645 



